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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 01 May 2009 . 
2a )^ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) |EI Claim(s) 23-26,29,30,33 and 34 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) |EI Claim(s) 23-26,29.30,33 and 34 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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3) Information Disclosure Statement(s) (PTO/SB/08) 5 ) □ Notice of Informal Patent Application 
Paper No(s)/Mail Date 05/01/2009 . 6) □ Other: . 
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DETAILED ACTION 

This Office Action is in response to the amendment filed 05/01/2009. No new 
claims have been added. Claims 28, 31 and 32 have been canceled. Claims 31 and 32 
have been properly renumbered 33 and 34 respectively. 

Applicant's arguments filed 05/01/2009 have been fully considered. Rejections 
and/or objections not reiterated from previous Office Actions are hereby withdrawn. The 
following rejections and/or objections are either reiterated or newly applied. They 
constitute the complete set of rejections and/or objections presently being applied to the 
instant application. 
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Claim Rejections - 35 USC § 102 



Claims 23-26, 29, 33 and 34 stand rejected under 35 U.S.C. 102(b) as being 
anticipated by deVos et al. (Eur. J. Pharmacol., 1995). 

Applicant argues that deVos et al. do not teach a pharmaceutically acceptable 
carrier, i.e. blood plasma is not a pharmaceutically acceptable carrier, or an amount that 
is sufficient to induce analgesia and/or deter abuse of abusive substances. 

The Examiner disagrees. 

It is widely known in the medical art that plasma is given to replace blood and 
save lives. Further, deVos et al. teach that the plasma is from "healthy" donors, so one 
of ordinary skill would reasonably assume that the plasma would not be capable of 
causing serious harm to patients. Further, deVos et al. do not teach of any degradation 
of the compound once it is used to spike the plasma. deVos et al. do teach smaller 
amounts of drug in the plasma than is sufficient to induce analgesia, however, the 
dosage amounts of deVos were used to produce large amounts of spiked plasma the 
amounts of compound would be increased to a level where it would contain an amount 
sufficient to induce analgesia and/or deter abuse of abusive substances, whether one 
was aware of analgesia activity or not. 



Claim Rejections - 35 USC §103 
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Claim 30 stands rejected under 35 U.S.C. 103(a) as being unpatentable over 
deVos et al. 

Applicant argues that deVos fails to teach all the elements of amended claim 30, 
i.e. a pharmaceutically acceptable carrier, or an amount that is sufficient to induce 
analgesia and/or deter abuse of abusive substances. It remained settled in the prior art 
that EDDP and the other compounds of the claims had no analgesic activity, Therefore 
one of ordinary skill in the art would have no motivation to arrive at the claimed 
pharmaceutical compositions. 

The Examiner disagrees. 

The Examiner's argument concerning deVos is provided above. The invention of 
the instant claims is drawn to a pharmaceutical composition comprised of specific 
compounds. One of ordinary skill in the art would not be required to have knowledge of 
each and every physiological function of the compound in order to prepare a 
composition that reads on the instant claims. A composition comprised of the 
compound in a specific amount along with a pharmaceutically acceptable carrier is all 
that is required to meet the limitations of the instant invention. Preparing such a 
composition to treat or to perform any physiological function would be adequate 
motivation. 

Claim 23-26 and 29, 30, 33 and 34 stand rejected under 35 U.S.C. 103(a) as 
being unpatentable over Pohland et al. (J. of Med. Chem., 1 971 ) in view of Gunaratna 
(Current Separations, 2000). 
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Applicant argues that Pohland et al. teach away from the combination suggested, 
therefore, one of ordinary skill in the art would not be motivated to modify the teachings 
of Pohland. 

The Examiner disagrees. 

Pohland teaches that two specific concentrations of the compound do not elicit 
agonist or antagonist analgesic properties; and do not antagonize the analgesic effects 
of morphine. But, one of ordinary skill in the art would be motivated to at least try other 
concentrations of the compound since data on just two concentrations is not sufficient to 
make a substantial determination concerning the properties of the compound. Further, 
since Pohland was motivated to test for analgesic activity, there must been a 
reasonable assumption that the metabolites would possess some analgesic activity 
similar to methadone. Similarly, a reasonable assumption that the metabolites would 
possess some activity to deter abuse of abusive substances similar to methadone 
would also exist. The amounts of metabolite tested by Pohland fall within the range 
disclosed by Applicant as an amount that is sufficient to induce analgesia and/or deter 
abuse of abusive substances. 

Applicant argues that Pohland does not teach a pharmaceutically acceptable 
carrier in combination with the metabolite and may have administered the crystalline 
solid forms of the compounds alone. 

The Examiner disagrees. 
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It is art recognized procedure to administer pharmaceutical compounds with 
carriers. Since Pohland is silent on the use of a carrier, one of ordinary skill in the art 
would not necessarily be motivated to exclude a carrier. 

Applicant argues that the teaching of Pohland render the teachings of Gunaratna 
irrelevant. One of ordinary skill would have absolutely no motivation to engage in such 
studies or modification of a xenobiotic compound with no known activity. 

The Examiner disagrees. 

The Examiner's response to arguments concerning Pohland is provided above. 
Based on the disclosure of Pohland, one of ordinary skill in the art would not come to 
the conclusion that the metabolite of Pohland does not have any pharmacological 
activity, only that in amounts of 100 mg/kg and of 200 mg/kg the drug does not exhibit 
agonist or antagonist analgesic activity. As discussed above, a reasonable assumption 
or expectation of analgesic activity would exist and motivate one of ordinary skill to vary 
the concentration of metabolites beyond the mere two taught by Pohland. This is the 
basis of the disclosure of Gunaratna concerning research to gain insight and knowledge 
of the metabolic pathways of metabolites derived from N-methylation of parent drugs. 
As cited in the previous office action, it would reasonably be assumed that metabolic 
activity, stability and/or toxicology studies would be performed with formulations 
comprised of metabolites and pharmaceutical acceptable agents such as buffers and/or 
solvents, and would involve varying the amounts of metabolite to determine activity and 
toxicity (See page 6). 
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Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Darryl C. Sutton whose telephone number is 
(571)270-3286. The examiner can normally be reached on M-Th from 7:30AM to 
5:00PM EST or on Fr from 7:30AM to 4:00PM EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Frederick Krass, can be reached at (571)272-0580. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 



/Darryl C Sutton/ 
Examiner, Art Unit 1612 

/Frederick Krass/ 

Supervisory Patent Examiner, Art Unit 1612 



